
u. S.. Food & Drug Adm. 

Dockets Branch 

RE: Docket No. CKIN-0989 

Regarding the proposed FOR ru4eJ &hgt ~~l~~~~~i~~ @&lic e 
” I * 

access to most of the study design and safety information on all 

new or ongoing clinical: trials involving either gene therapy or 

xenotransplantation: 

This proposal c&y hrings gene therapy and xenotransplanta- 

tion in compliance blith the same types of information already r&- 

leased to the public by other government agencies. Recause of grave 

public health risks, disclosure should include additional informa- 

tion such as physicians, medical canters, and so on - make public 

all information except trade secrets and patient identification. 

The FDA must assume the sole responsibility for summariqing 

and distributinq information submitted by the research sponsor, 

rather than leave it to the sponsor"s discretion. 

Because of the public health risks, ethical issues, cost un- 

certainty, and the inabili&y to adequately assess other alternatives, 

all xenotransplantation clinical trials should stop. 

Sincerely, 

12675 Skyline Blvd. 

Cakland Ca 94619 c-20 




